MapaprTnua II

EnioTnpoOVIKA nopioyara



EnioTnpovika nopiopara

H o&ikf ouAinpioTdAn 5 mg (Esmya) €haBe apxikd adsia kukAopopiag og OAeG TIG Xwpeg TnG EE/Tou EOX
oTIc 23 deBpouapiou 2012 peow KevTpikng diadikaaoiag. And 1o 2019, Ta yevoonua @AapPaka Tng o&Ikng
OUAINPIOTAANG 5 mg £xouv AaBel adsia KUKAoPopiag HEow €BVIKWY d1adikaolwVv o€ SIAPOPEG XWPEG TNG
EE pe 31apOpEG EUNOPIKEG ovopaaie. EkTipaTal 0TI abpoiaTika 960.414 acBeveic ekTEBNKAV OTNV OEIKN
OUAINPIOTAAN 5 Mg PETEYKPITIKA, £wG Kal TIG 29 ®eBpouapiou 2020.

H o&Ikr ouAInpioTaAn apxika €AaBe adeia kukhogopiag otnv EE yia Tnv npogyxeipnTikh Bepansia Twv
HETPIOV £WC 0OBAPWV CUUNTWHATWV IVOHUWHATWY TNG MATPAG O EVAAIKEG YUVAIKEC Avanapaywyikng
nAIkiag, Ye Tn didpKela ToUu KUKAoU Bepaneiag va neplopileTal oToug 3 PAVEG, AOYW TNG anouaiag
OEJOMEVWV OXETIKA HE TN HAKpoXPOVIa ao@AAeld TnG yia nepiodo peyaAlTepn Twv 3 Pnvov. ‘Otav
KaTtéoTnoav d1aB£aipa dedopéva OXETIKA UE TN HAKPOXPOVIa aopaAcgia, eykpibnke deUTepn €VOEIEN TO
2015, n onoia enéTpene enavalappBavopuevous diaAeinovTeg KUKAOUG Bepaneiag o€ yuvaikeg yia TIg
onoieg dev NpoBAENOTAV XEIPOUPYIKN eEnEPBaan.

Tov Maio Tou 2018, n PRAC 0AOKANPWOE TNV ENAVEEETAON TNG OXEONG OPEAOUG-KIVOUVOU Tou Esmya
duvapel Tou apBpou 20 Tou kavoviououU (EK) apiB. 726/2004 n onoia KIviiBnke AOYyw TNG avapopag
TPIWV NEPICTATIKWV coBapnc nnaTtikng BAABnG nou odrynos o€ PETAPOOXEUON ANAToG. Kata Tn didpkeia
TNG ENAvegETaonc, ava@ePONKe &va MINAEOV NePIOTATIKO 0&Eiac NNATIKAG AVENAPKEIAG NMOU OXETI(ETAI HE
TN Xpnon Tng o§IKNAG oUAINPIGTAANG 5 mg. Me Bdon To ndplopa TnG enavegeTaong kai AapBdavovTag
unown oAa Ta diabgaipa dedopeva, n PRAC eionyndnke Tnv epapuoyr 0€0uNG METPWY Yia TAV
ghaxioTronoinon Tou KivdUvou goBapng NNaTikng BAGBNG nou oxeTileTal HE TNV OEIKI OUAINPIOTAAN 5 Mg,
nepIAapBavopévou Tou Neplopiopol Twv evdeifewv. O1 cuoTdoelg TnGg PRAC eykpibnkav anod tnv
EmiTponn ®apuakwv yia Avepwnivn Xprion (CHMP) Tov Maio Tou 2018. H o0&k ouAinpioTaAn eivai eni
Tou NapoOvToG eykekpipévn atnv EE/oTov EOX yia TiG akdAouBeg evdei&eig:

e £vaG KUKAOG Bepansiag yia Tnv NpoeyxeIpnTIKN Bgpansia Twv PETPIWV £WG COBApWV
CUMNTOHATWV IVONUWHATWY TNG MNTPAG O EVAAIKEG YUVAIKEG avanapaywyikng nAIkiac.

e JdlaAginouca Bepaneia Twv PETPIWV £WG CORAPWY CUUNTWHATWY IVOLUWHATWV TNG MATPAG OE
€VNAIKEG YUVAIKEG avanapaywyIikng NAIKiag nou dev givar eNIAEEILES yia XEIpoupyIKn eneupaon.

Tov AekéuBplo Tou 2019, 0 EMA evnuepwBnKe yia €va VEo NePIOTATIKO goBapng NNaTiknig BAApng, nou
0dnynoe O YETAPOOXEUDN NNATOC UETA ano €kBeon o€ o&ikn ouAInploTaAn (5° nepioTaTikd abpoioTika).

H ooBapoTnTa Tou avapepOEVTOG NEPIOTATIKOU, N AITIAKN OXEON PETAEU 0EIKAC OUAINPECTAANG 5 Mg Kal
o&eiag nnaTikng BAARNG, kabBwg kai n ePpavion Tng napd TNV THNPNON TWV EPAPHOJOUEVWV HETPWV
g\ayioTonoinong kivduvou, BewpnBnke OTI eyeipouv coBapr avnouxia kal guvnyopouv UNEp TNG €IG
Badog digpelivnong TOU avTiKTUNoU TNG 0EIKAG OUAINPIOTAANG OTN OXEON 0PEAOUG-KIVOUVOU, KaBwG Kal
OTI NPENEI va €EETACTEI NEPAITEPW N ANOTEAECUATIKOTNTA TWV EQAPHOLONEVWYV HETPWV EAAXIOTONOINGNG
KIvOUvouU.

>TIG 5 MapTiou 2020, n Eupwnaikn EniTponn kivnoe diadikacia duvayel Tou apBpou 31 Tng odnyiag
2001/83/EK kai {nTnoe anod Tov Opyavioud va a&ioAoynoel TIC NpoavapepBeigeg avnouyieg kal Tov
avTikTund TOoug 0T OXE0N 0PEANOUG-KIVOUVOU TNG 0EIKAGC OUAINPIOTAANG 5 mg, KaBwg eniong kal va
JlaTUNWOEl TN YVWHN TOU OXETIKA ME TO €AV 01 AdEIEC KUKAOQOPIAg yia TNV o&Ikf oUAINpIoTdAn 5 mg
npénel va diatnpnBoulyv, va Tpononoindouv, va avactaAolv ) va avakAnBouv. H Eupwnaikn EniTponn
{ATnoe eniong and Tov Opyavioud va dIaTunwaoel TN YVWHN TOU OXETIKA ME To €4V Kpivel anapaitntn Tn
ANWN NPOCWPIVOV HETPWV.

271G 12 MapTiou 2020, katoniv enavegETaong Twv S1aBE0IpwV dedopEVWY Kal 18iwG Tou 5% cwpeuTIKoU
nepIoTaTIKOU goBapnc NnnaTikng BAGBNG nou odnynoe os YeTapdoxeuon nnaTtog, n PRAC gionynénke, wg



NPoowpPIVO PETPO, TNV avaoToAn TNG AdeIag KUKAOPOPIAaG TWV PAPUAKEUTIKWV MPOioVTWVY Mou NeEPIEXOUV
0&Ikr oUAINPIOTAAN 5 Mg £€wg 0Tou ANYBEi oploTikr andpaon.

H PRAC €&&dwoe ouoTaon oTi¢ 3 ZenTeuBpiou 2020 yia avakAnon Tng adelag KUKAoQpopiag Twv uno
€E€Taon NpoidvTwy, n onoia oTn ouvéxela eEeTaoTnke and Tnv EmTponn ®apudkwy yia Avepwnivn Xpron
(CHMP) oUp@wva pe 1o apBbpo 1071a Tng odnyiag 2001/83/EK.

Fevikn nepiAnyn TnNG enioTnHovikng a§ioAdynong Tng Enitponng ®appakosnaypunvnong —
A&ioAoynong Kivduvou (PRAC)

H anoteAeopaTikdTNTA TNG 0EIKNG OUAINPIOTAANG 5 Mg yia Tn Bgpaneia Twv CUPNTOHATOV TV
IVOHUWMATWV TNG MNTPAG €ixe kaTadeixbei katd Tn Xopriynon Tng apxIikng adeiag KUuKAogpopiag Tou
Esmya. To KAIVIKO 0ENOG TNG NPOEYXEIPNTIKNG Bepaneiag 6a pynopoluoe va BewpnBei nepiopioPEVo
Kabwg npoopileTal yia xpron os évav kKUkAo Bepaneiag npiv and Tnv eyxeipnaon kal undpyxouv AAAeg
EVAAAAKTIKEG EMIAOYEC Bpaxuxpoviag Bepanciac. To 0peA0G TNG 0EIKAGC OUAINPIOTAANG BewpeiTal To
MEYIOTO yIa TNV €vOeIEn TnG diaAginouoacg Bepansiag, ATol yia acBeveic nou dev gival eNIAEEINEG yia
XEIPOUPYIKN enéuPacn, Kabwg yia TIG OUYKEKPILEVEC aoBEeVEIC 01 evAAAAKTIKEG enIAOYEG Bepaneiag eival
NEPIOPIOUEVEG. ZTIC PN EMAEEINEG YIA XEIPOUPYIKN eNEPPBacn aoBeveic nepIAaPBAvVOVTAl YUVAIKEG Ol
onoieg, yia didpopouc AOyoug, ouvIoTOUV XEIPOUPYIKO KivOUVO, ONwG ol NaxUodpKeG, OGEC UNOPEPOUYV
ano ouvTpéxouoa vooo, 00ec AauPBavouyv Bepaneia Je GUYKEKPIKMEVA PAPUAKaA 1 00EC enBupoUV va
dlaTnpnoouv Tn yoviuoTnTd Touc. KaTtd ouveneia, n o&IKr oUAINPIOTAAN 5 mg pnopei va napdoxel
KAIVIKA onpavTikd 0QPEeNOG 0 YUVAIKEG Nou dev €ival eEMAEEINEG YIA XEIPOUPYIKN ENEPPRATN, TWV OMOIWV N
uyeia kal n noloTnTa {wng ennpealeral anod Ta CUPNTOHATA TWV IVOHUWKHATWY TAG KIATPAG, 1I3iwg and Tnv
aigoppayia.

O Kiviuvog gupaviong appakoyevoug NNaTikng BAARNG oe ouvduaouo Pe Tn Xpnon o&Ikng
OUAINPIOTAANG 5 mg €xel e€eTacBei 51e€0dIka aTnV NponyoUuevn enaveEéTaon Tou Esmya duvdapuel Tou
apBpou 20. ANOTEAEOHA AQUTNAG TNG ENAVEEETAONG NTAV N «NNATIKA AVENApKeIa» va BewpnOei wg
avenBuunTn evépyela Kal n GAapPakoyevng NNaTikr BAABN wg onpavTikodg avayvwpiouEvog Kivduvog Tng
OE&IKNG OUAINPIOTAANG, VA NEPIOPIOTOUV AUPOTEPEG Ol EYKEKPIUEVEG EVOEIEEIG KAl va EQApUOOTOUV
dlapopa PETPa elaxioTonoinong Tou Kivdouvou. EmnAéov, ntriénke ano Tov KAK Tou Esmya va
npaypaTonoinoel diapopeg HEAETEG, NEPIAAUBAVOUEVNG AUTNG OXETIKA HE TOV INXAVIOWO TNG
OXETICOPEVNG KE TNV 0&IKN OUAINPIOTAAN NNATIKAG BAABNG HE OKOMO TOV NEPAITEPW XAPAKTNPIOUO TOU
KIVOUVOU. QOTO00, 01 Vv AOYW HEAETEG dev OUVEBAAAV OTNV NEPAITEPW ANOCAPNVION TOU KINXaviouou
TNG NNATiknAG BAABNG nou oxeTiCeTal e TNV o&Ikr ouAINpIoTAAN 5 mg kai, pe Baon Ta diabeoiua
anodeIKTIKA OToIXEia, N NNATOTOEIKOTNTA NOU OXETICeTAl e TNV 0&IKN OUAINPIOTAAN BewpeiTal OTI gival
10100UYKPACIAKNG pUONG, HE anoTEAECNa va gival QUOKOAOG 0 NPoodIopITHOC TV EUAAWTWV ACOEVWOYV Ol
onoieg diaTpeyxouv au&nuévo kivduvo.

MeTa Tnv nponyoUuevn diadikacia enavegETaong, n Gedeon Richter eniorjuave oTI N €kBeon TwvV
acBevwv oTto Esmya onueiwos onuavTikn Yeiwon (avw Tou 50%). MeTa&u 1 MapTiou 2018 kai 29
deBpouapiou 2020, avapépbnkav 476 véa NepIOTATIKA NNATIKNG BAABNC (coBapd kai un cofapd) oo
ouoTnua Tunonoinuévng avalntnong MedDRA (SMQ), ek Twv onoiwv 97 fTav goBapd. ENTa nepioTarika
napeixav enNapkeic/HeEPIKWG ENAPKEIC MANPOoQOpieC yia agloAdynon TnG aImiwdoug oXEong, HETAEU Twv
onoiwv €va nepioTaTiko ooBapng NNaTikng BAABNC nou odnynoe o€ HETAPOCXEUON nNaTtog (5°
nePIOTATIKO aBpoloTika). Ma To ev AOYw NEPICTATIKO dev evTonioTnkav napdyovTeg oUyxuaong Kal
anokAgioTnkav aAAec euhoyogaveic aitioloyieg . Kata ouvéneia, n amiodng oxeon YETagu o&Ikng
OUAINPIOTAANG Kkail o&giag nnaTiTidag nou odnyei og o&eia nnatikn BAARN kAl JETAPOOXEUON NNATOG
a&lohoynbnke w¢ niBavh/eEalpeTika mdavr), nNTol Y€ oNUAvTIKa uwnAoTepo Baduo BeBaidTnTac.



Enionuavenke eniong 0TI dev pnopoUoe va npoAn@Bsei n €EEAIEN NNaATIkNG BAABNG 0 HETAPNOOXEUON
NNaTog. Q¢ ek ToUToU, To £V AOYW NePIOTATIKO enIBeRai®vel OTI ol CUCTACEIG Yia NapakoAouBnaon Tng
NNarikng AEIToupyiag, ol onoieg NnepIAfPONKav oTIC NANPOPOPIEC NPOIOVTOC EMIMAEOV TNG NPONYOUHEVNG
d1adikaaciag Napanopnng, dev KATAPEPAV va AnoTPEWOUV O OAEC TIC aoBeveic TNV eupavion coBaprc
NNaTikngG BAABNG nou odnyei o YETAPNOOXEUON HNATOC.

270 nAaiolo TNG napouoag enavegéraong, {nTHOnke and Toug KAK va eEsTacouv Tnv avaykn Kai
oKoMIMOTNTA AWNG NEPAITEPW HETPWV EAAXIGTOMNOINONG TOU KIVOUVOU HE OKOMO TOV NEPAITEPW
NEPIOPIGHO TOU KIVOUVOU gUPAviong ooBapng NNaTikng To§IkOTNTag, NEPIAAUBAVOLEVWY TWV AAAQYWV
OTIC NANPOQOPIEG TOU NPOIdVTOG, KABWG Kal va unoBdAouv NpoTAcEIC yia TNV napakoAoudnaon Tng
anoTeAECUATIKOTNTAG TOUG.

Ma Tnv nepaiTépw ehaxiaronoinon Tou KivdUuvou, o KAK Tou apxikoU npoidvTog Tou Esmya npoTeive TNV
andoupaon TNG EVOEIENG Yia NPOosyXeIpNTIKA Bepaneia, unodsikvUovTag OTI N NPOEYXEIPNTIKN Bepaneia
Mnopei va avTikataoTadei e Tn xpnon evog aywvioTr GnRH yia Bpaxuxpodvia xpnon. ‘'Onwg nicrnuavav
OPIOHEVOI EPNEIPOYVMHOVEG, TWV OMoiwv N yvoun {NTHBnkKe aTo nAdioio Tn¢ napoloag eNavegETaonc, n
MEIWON TOU OYKOU TWV IVONUWUATWY PE TNV 01K OUAINPIOTAAN 5 mg dev Bewpeital 1I31aiTepa HEYAAN
Kal, WG €Kk TOUTOU, N XPHon ToU €V AOYw MNPOIOVTOG O€ NPOEYXEIPNTIKO NEPIBAAAOV JEV €XEI ONUAVTIKN
€nidpaon oTnv eniTuxn €kBacn Tng eyxeipnong. Eniong, ol NepIoagdTEPOI EUNEIPOYVWHOVEG ENICTIHAVAV
OTI UNAPXOUV EVAAAAKTIKEG YIA TNV £V AOYW €VOEIEN O NPOEYXEIPNTIKO 0TAdIo. YNd To npioua Twv
npoavagepBevTwyV Kal AapBavovrag unown Tov kivduvo coBapng nnaTikng BAARNG pe Tnv o&ikn
OUAINPIOTAAN 5 mg nou odnyei o€ JETAPNOCXEUCN NNATOG, N OXEON OPEAOUG-KIVOUVOU TNG OEIKNG
OUAINPIOTAANG 5 Mg OTNV NPOEYXEIPNTIKN Bepancia TwV PETPIWV £WG COBAP®V CUMNTWHATWV TWV
IVOHUWHATWV TNG MATPAG KPIVETAI apvnTIKN yia TNV v AOyw €vOeIEn Kal, CUVEN®G, N v AOyw &veIdn
npénel va diaypagei.

MNa Tnv nepaitépw ehaxioTonoinon Tou Kivduvou, o KAK Tou Esmya npoTelve €niong Tov NEPIOPICHO TOU
nAnBuopoU-oTdxou yia TNV £vOelEn Tng diaAsinoucacg Bepaneiag oe acBeveic un emAgiuec yia
uoTEpeKTOUN. Q0TO00, dIATUNWONKAV AVNOUXIEC OXETIKA UE TOV OPICKO AUTOU TOU UNOCUVOAOU
aoBevwv. Anod TIG oulnThOEIG TNG OUAdAG EUNEIPOYVWHOVWY, N onoia GUYKANBNKe GTo NMAQicio TnG
napoloacg eNaveEETaonc, KATESTN NPOPAVEG OTI N NPOTEIVOUEVN MEPIYPAPN/0pICHOC auToU Tou
UNoouvoAou acBevwv gival 1Id1aiTepa eupeia/eupuc (N.X. YUVAIKEG HE NPOPAVEIC IATPIKEG AVTEVIEIEEIC
NMou anoKAEgiouv TNV €yXEipNOn, YUVAIKEG OTIG OMNOIEC an€TuXav AAAEG BEpPaNEUTIKEG EMAOYEG, YUVAIKEC
nou eniBuUPoUV va dIaTnPRAooUV TN YOVILOTNTA TOUG Kal YUVAIKeG nou dev eniBupouv va unofAnBouv o€
XEIPOUPYIKN enéPBaocn). Avaloya PE TNV €pPNVeia oTnV KAIVIKN NPAkKTIKN TOU OpoU «aoBeveic nou dev
eniBupolv va unoBAnBoUV Ot XeIpoupyIKn eNEPBacn» f «agbeveic Pn KATAAANAEG yia
EYXEipNON/UCTEPEKTOUN», N EV AOYW £vOEIEN pnopei va apopd NoAAEC agBeveig, KATI TO onoio
anodUVAN®VEl TOV NEPIOPIOHO TNG EVOEIENG O AOBEVEIG «dN KATAAANAEG YIa €yXEiPNON/UCTEPEKTOUN»
w¢ YETPO gAayxioTonoinong Tou kivaUuvou. O1 EUNEIPOYVWHOVEG avayvwploav eniong OTl, népa ano Tnv
avakoUu®Ion TWV CUPNTWHATWY, €N TOU NApovTog dev unapxouv dedopéva yia To OQeAOG TNG O§IKNAG
OUAINPIOTAANG 5 mg, ATOI yIa TV ano@uyrn TNG €YXEipnonG/UoTEPEKTOUNG HAKpONpOBeoa.

Ol EUNEIPOYVWHOVEG TWV onoiwv n ouvdpopn {NTABNKe Katd Tn didpkela TNG enavegEraong sionynénkav
OTI Ta OQEAN KAl oI KivOUVOI NMou ouvdEovTdl JE TNV OEIKN OUAINPIOTAAN NPENEl vd KolvonoloUvTal
EMNAPKWG 0TOUG aoBeveig —kupiwg de o Kivduvoc nNaTiknNG BAGBNG- kai Toévioav Tn onuaacia Tng
napouaciaong Twv ev AOyw opeA®V Kal KIvOUVWV GUYKPITIKA HE Ta OPEAN KAl TOUG KIVOUVOUG OAWV TWV
aAAwv diaBéoipwy emAoywv. H PRAC éAaBe undywn Toug NpoBANHATIOHOUC TWV EUMEIPOYVWHOVWY OTI Ol
EVAAAAGKTIKEG TNG XEIPOUPYIKNG Bepaneiag yia TNV avTIHET®ONION TWV HETPIWV £WC oORAPWV
OUMNTWHATWV TWV IVOHUWHATWY TNG MNTPAg dev eival akivduves. QoTdoo, n PRAC ékpive OTI ATav
dUOKoAN n dikain oUykpion PETAEU XEIPOUPYIKAG Kal papUaKoAOYIKNG Bepaneiag kabwg Ba €npene va
nepiAappavel diagopa idn Bpaxuxpoviwy Kal HAKPOXPOVIWV AMOTEAECUATWY YId TNV UYEid PJE TNV KABe
Bepaneia, Katd npoTiunon BACEl CUYKPITIKWV HEAETWV. H XEIpoupyikr Bepaneia ynopei va odnynoel o



Aapeon iaon, MNopei OPWG, 0 ONAVIEC NEPINTWOEIG, VA NPOKAAETE! KivOUVO BpaxuxXpoviwy N
HaKpoXpOVIWV MINAOK®YV, EV® N GAapUakoAoyIkn Bepansia £xel KUPIWG wG anoTEAECHA TNV avakoUugpion
TWV OUUNTOPATWV dAAd, O ONAVIEC NEPINTWOEIG, HNOPEI va odnynoel o€ goBapég avemBUPNTEG
evépyeiec. H Gedeon Richter, o KAK Tou Esmya, avayvwplios eniong oTI npénel va AduBaveral unown n
duvaToTnTa eEaoPAAIonG icwv gUKaIpIOV Yia OAEC TIC aoBEeVEIC NPOKEINEVOU va AauBavouv Tnv and@act)
TOUC HUETA anod KATaAAnAn evnuépwon, onwg déouoa NAnpopodpnan anod Tov BepdnovTa 1aTpd TOUg
OXETIKA JE TOUG KIVOUVOUG TwV BEPANEUTIKOV EMAOYWV KAl TWV CUVAP®V EMMNTOOEWV TOUG, KAl OTI HE
Bdon Ta diabgoipa epyaleia kal Toug dlaUAOUG ENIKOIVWVIAG EVTONiJovTaAl OnUAvTIKoi NEPIOPIGHOI.

H PRAC d1aTUNwWoe TN YVWHN OTI Ol NPOTEIVOUEVEG AAAAYEC OTIG evOei&eic (ATol n dlaypadr TG EVOEIENG
NPOEYXEIPNTIKNG Bepansiag kal o Neplopiondg TNG €vdeiEng diaAeinouoag Bepaneiag os agBeveig un
EMAEEIUEG yIa EyXEipnON/UCTEPEKTOUN) HNOPEI va HEIWOEl NEPAITEPW TOV APIBUO TWV AoBeVwV Mou
€kTiOevTal o€ 0&IKA oUAINPIOTAAN 5 mg. QoTdoo, 6nwc avayvwpios kal o KAK Tou Esmya, dev pynopei va
OPIOTEI ENICTNPOVIKWG HE caprvela n oudda acbevwv yia Tnv onoia gival kataAAnAn n Bepaneia,
YEYOVOG nou kaBioTa Tnv andgaon yia Bgpaneia Pe o0&k oUAINPIOTAAN 5 Mg HAAAOV UMOKEIYEVIKN.
EnminAéov, AapBavouévng undwn Tng 1I0100UYyKPAcoIakng eUaong Tou KivOUvou Kal TnG duokKoAiag
nPORAEYNG TNG EPPAvIoNG Tou (N.X. NpoodiopilovTag ouvageig napayovTteg kivduvou), n PRAC €kpive
OTI 0 Kivduvog goBapng nnaTikng BAGRNG dev Ba PeIwVOTAV ENAPKWG O 00EC aoBeveic napéuevav
ekTEDEINEVEG. OUTE 01 EUNEIPOYVWHOVEG TWV ONoiwv n ocuvdpoun {NTHBnke pndpecav va npoadiopicouv
€vav nAnBuoud oTov onoio o Kivduvog Ba pnopoloe va npoBAeOei kal, KaTa cuvenela, va NpoAngosi.
H PRAC eniorpave gniong Toug nepiopiopdoUc avagopika Pe Tn duvatotnTa diacpaAiong TG napoxng
KATAAANANG evNUEPWONG 0 OAEG TIG AOBEVEIC NPOKEINEVOU va AdNBAvouv TNV andgpaacr] Toug JETa
YVWOOEWG TwV NPayPatwy Kai €kpive OTI dgv ynopoUv va AngBouv nepalTépw PETPA AAxIOTONOINONG TOU
KivdUvou Ta onoia 6a npoAauBavouv Tov Kivduvo gugpaviong coBapnc nnatikng BAApnG. Ynod To npiopa
TwVv npoavagepdevTwy, n PRAC anepdaven 0TI n oxéon oPpEAOUG-KIVOUVOU TNG OEIKNG

OUAINPIOTAANG 5 mg yia Tn diaAsinouca Bepansia TWV PETPIWV £WC COBAPOV CUNNTWHATWV TWV
IVOHUWMNATWV TNG IATPAG ATAV apvnTIKA.

Aappavopévng unoywn TnG ooBapdTnTaAc Kal TnG 10100UyKpaaciakng euaong Tou KIvOUVoU U@Aviong
ooBapng nnaTikng BAARNG, TNG ELPAVIONG NNATIKAG avendpkelag napd Ta epappolopeva PeETpa
ghaxioTonoinong Tou KivdUvou, Tou PN NpoadiopiohoU NEPAITEP® METPWYV YIa TNV NpOANWN Kai Tn
Heiwaon Tou KIvoUvou, dAAd oUTe kal unonAnBuouoU 6nou n axEon oPEAOUG-KIVOUVOU TNG
OUAINPIOTAANG 5 mg Ba pnopoloe va eival BeTikn, n PRAC anepaven 0TI 0 ev AOYw KivOUVOG UNEPTEPEI
TOU O0QEAOUC TNG OEIKNG OUAIMPIOTAANG 5 mg og OAeC TNG TIG evdeikeic. EAAgipel ouvBnKwv N THpnon Twv
onoiwv Ba katadeikvue aTo PEANOV BETIKN oxXECON 0PEAOUCG-KIVOUVOU YIid Ta €V AOYw npoiovTa, n PRAC
€10NYAONKE TNV avakAnaon Twv adsiwv KUKAOQOPIag yia Ta GapuakeuTIKa npoidvTa nou NepIEXOUV OEIKNA
OUAINpPIOTAAN 5 mg.
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Advyol yia diatinwon cuoraong and Tnv Enitponn ®appgakoenaypunvnong - ASioAdynong
KivdUvou (PRAC)

EkTIHOVTAG OTI

e H PRAC €AaBe unown Ta anoteAéopaTa Tng diadikaagiag nou kivadnke duvdpel Tou apBpou 31 TNG
odnyiag 2001/83/EK, 6nw¢ npogkuwav anod Tnv agioAoynon Twv dedoPEVWY PApPAKoenaypunvnong
TWV PAPHAKEUTIKOV MPOIOVTWV MNOU MePIEXOUV 0EIKN oUAINpIoTaAn 5 mg.

e H PRAC enaveg&eTaoe TIG NANpo®opieg Nou unoBARBNKav aTnv €NITPONN OXETIKA HE TNV OIKN
OUAINPIOTAAN 5 mg kai Tov Kivduvo gupaviong coBapng NnnaTikng BAANG, 6nwg Ta dedopeva nou
napeixe o KAK Tng o&Ikng ouAinpiotaAng 5 mg, TO00 €yypa®wg 600 KAl 0TO NAQioIo TwV
NpoPopIKWV €ENYNOEwWY, KaBwg Kal To nopioda Tng diaBoUAsucng pe Tnv ad-hoc opadag
EUNEIPOYVWHOVWV N onoia ouykAnBnke oto nAaioio Tng napouoag diadikaaiac.

e H PRAC enavegeTaoe 0Aa Ta NePIOTATIKA 0OBAPNG NNATIKNAG BAABNG Nou avapepdnKav O YUVAIKEG
nou éAapav o&ikn ouAinploTdAn 5mg yia Tn Bepansia TwV CUPNTOPATOV TWV IVOHUWHATWV TNG
MATPAG, NepIAAPBAvVoOPEVOU EVOC VEOU NEPIOTATIKOU ooBapng NnaTikng BAABNG nou odrynoe o<
HeTapbdoxeuon ANATog (To 5° neploTaTikd OwPEUTIKA) avEPEPE, WOTOOO, OTI EPAPUOCTNKAV T METPA
ghaxioTonoinong KivoUvou NMou cUuP@®VNABNKav Kata Tnv nponyoupevn napanounr duvayel Tou
apBpou 20. H CHMP kaTéAn&e oTo oupnépacpa OTI N AImwdng oxEoN TNG 0&IKNG OUAINMPIOTAANG 5 mg
HE TN coBapn nnaTikr BAABN nTav nibavrn/egaipeTika nibavn kai enigrnpave o1 dev pnopolaoe va
npoAn®Bei EENIEN n onoia odnyei e nnaTikr BAARN nou xprilel HETANOOXEUONG NNATOG.

e H PRAC oulnTnos NpoTACEIC YId TNV NEPAITEPW gAayioTonoinan Tou KIviUuvou kal dev undpece va
npoadiopicel NpOcBeTa PETpa Ta onoia Ba diac@aliav TNV anoTeEAECUATIKN EAayioTonoinon Tou
KIVOUVOU o€ anodekTod €ninedo. AauBavopévng unoywn Tng ooBapoTnTac Kai Tng I0100UYKPAaoIakng
@uong Tou KIvdUvou, n CHMP kaTéAn&e oTo oupnépacpa OTI 0 eV AOYw KivOUuvouG UNEPTEPEI Tou
O(QEAOUG TNG 0EIKNG OUAINPICTAANG 5 mg yia Tn Bepansia TV CUPNTOHATWV TOV IVOHUWHATWV TNG
MATPAG. Agev NpoadiopioTnKE UNooudada acBevmy aTnNV onoia Ta oQEAN TNG 0EIKAG
OUAINPIGTAANG 5 Mg unepTEPOUV TWV KIVOUV®V.

e EmnAéov, n PRAC dev undpece va npoadiopigsl CUVONKEG N THPNoN TwV onoiwv 8a kaTtadeikvue
BETIKN OXE0N OPEAOUG-KIVOUVOU Yia Ta (PpAPHAKEUTIKA NMPoiovVTa Mou MEPIEXOUV OEIKN
OUAINPIGTAAN 5 mg.

KaTtd ouvénela, n emitponr Kpivel 0TI N oX€on 0PEAOUC-KIVOUVOU TwV PAPHAKEUTIKOV MPOIOVTWV Nou
nepIEXOUV 0&IKN oUAINpIOTAAN 5 mg yia Tn Bgpansia Twv CUUNTWHATWV TWV IVOHUWPATWV TNG HATPAG
dev eival BeTIKNA Kal eionyeiTal, cUPPwva Pe To apbpo 116 Tng odnyiag 2001/83/EK, TNV avakAnon Twv
adeiwv KUKAoQopiag AWV TwV QAPUAKEUTIK®OV MPOioVTWV NMou NePIEXOUV 0EIKR OUAINPIOTAAN 5 mg.
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AenTtopepng aimioAdynon TnG CHMP OXETIKA HE TOUG ENICTNHOVIKOUG AOyoug anokAiong ano tn
guoTtaon TnG PRAC

H CHMP £AaBe unown Tn cuotaon Tng PRAC kal TIG NpooBeTeC NAnpogopieg nou napeixav or KAK,
kaBwg kal To nopiopa Tng diaBouAeucng Pe Tnv ad-hoc opdada euneipoyvwPOVWY N onoia GUYKANBNKe
oTO nAaiolo TnNG napouaoag diadikaciag. Bacel autwyv Twv oToixeiwv, n CHMP dev cuppwvnoe Pe Ta
YEVIKA nopiopaTta Tng PRAC kai Toug Aoyoug d1aTUunwonG CUCTATEWV.

Znueia anokAiong ano Tn ouoraon TnG PRAC kai enNioTNHOVIKO OKENTIKO TG B€ong Tng CHMP

MNTuxéc ao@alesiac

O kivduvog gppaviong goBapng NNaTikng BAARNG pe Tnv oIk ouAinpioTaAn 5 mg a§loAoyndnke To
2018 oTo nAaigio TnG enavegETaong Tou Esmya duvapel Tou apBpou 20 kai diaTuNwONKE To CUPNEPATHA
and Tnv PRAC kai Tnv CHMP OTI To npoiodv pnopei va evéxel Kivduvo agoBapng NnaTikng BAApng. Mapodio
nou ol aBeBaldTNTEG OXETIKA He TNV aITiwdn oxéon eEakoAouboloav va ugioTavTal, n PRAC kai n CHMP
avayvwpioav Tnv noAU coBapn €kBaon Twv NEPICTATIK®V NNATIKAG BAGBNG Nou ava@EpOnkav Kal
£PAPUOCTNKE Mia dECUN HETPWYV €AaxioTonoinong Tou Kivouvou yia To Esmya, dnwc nepiopiondg TnG
€vOeIEng, NpooBkn avTevOelEng os aoBeVEIG UE UNOKEIPEVEG NNATIKEG diaTapaxeg, oUuaTaon yia
dlevEépyela €EETACEWV NNATIKNG AEITOUPYIag npiv Kal Kata tn didpkeia Tng Bgpaneiag kai npoadnkn
EKNAIDEUTIKOU UAIKOU, NEPIAANBAVOPEVNG KAPTAG aoBevoUc, o€ OAEG TIG CUOKEUATIEG TNG OEIKNG
OUAINPIOTAANG 5 mg npokelyévou va diacg@alileTal 0TI ol aogBeveig ival ENapKWG EVNUEPWHEVEG OXETIKA
ME Toug mBavoug KIvOUvoug nNaTikng BAGRNG. Kabwg o kivduvog Kolvonoindnke Ye oaprveld oTIC
aoBeveic kAl TOUG ENAYYEANATIEG TOU TOWED TNG Uyeiag, unnpxe n nenoiénon OTI dv €ixav EUpAvioTEi
nepIooOTEPA NEPIOTATIKG coBaprc nnaTikng BAABNG nou odnyei o€ PeETAPOCXEUON nNaTtog Ba sixav
avaeepbei non.

Mia a&loAdynon TNG anoTEAEOHATIKOTNTAG TWV HETPWV EAAXIOTOMNOINONG TOU KIVOUVOU nou eAR®Bnaoav To
2018 kaT£deIEeE OTI 0 NEPIOPICHOG TOU NANBUCHOU PECW TOU MNEPIOPIoHOU Twv dUo evdeifewv 0drynoe oc
HeyaAn Heimon Tou apiBuol Twv acbevwv nou éAapav Bepaneia, nepinou oTo 25-30% TOU NoocooTOU
Twv acBevwv Npiv anod Tnv napanounr duvauel Tou apBpou 20 To 2018. H CHMP egniorjpave OTI TO
nocooTo ava@opdc coBapnc NNaTikng BAABNC nou odnyei o JETaNOOXEUCN ANATOG KAl TO Onoio ATav
NG Ta&ng Tou 0,52/100.000 pe Bdaon TIGg 4/765.000 aoBeveic Nou eKTEBNKAV TNV 0&IKA

oUAINPIOTAAN 5 mg npiv and Tnv nponyoupevn diadikacia duvapel Tou apBpou 20 Kkal TnG TA&NG Tou
0,51/100.000 pe Baon Tn 1/194.614 acBeveig nou ekTEBNKAv aTnV 01K OUAINPIOTAAN 5 mg peTd TNV
nponyoupevn diadikaacia duvapel Tou apbpou 20, napEpeive To idlo. Eniong, enionuavenke 6Tl auTr n
ouxvOoTNTa EPPAVIONG CUVADEI HE HIa ouvTNPENTIKN Npolndpyxouoda ouxvoTnTd eU@Aaviong
BavaTou/PeETaPOOXEUON NNATOC TNG TAENg Tou 0,55 nepioTaTtikd ava 100.000 kaToikoug ONwG
neplypageral ano Tov Ibafiez To 20021,

H CHMP eniorjpave eniong 0TI Ta anoTEAECUATA OE€ NEPIOPICUEVO APIBUO A0BEVWV PE AUENUEVEG TIHEG
OTIC €E€TACEIC NNATIKAG ASITOUpYiag KATa Tn dIdpKeIa TNG XPHOoNG OEIKNG OUAIMPIOTAANG 5 mg KaTédelEav
BeATiwon n opgalonoinon TwV AUENUEVWV TINMV OTIC EEETATEIG NNATIKAG ASIToupyiag JeTd Tn diakonr TNG
AWNG ouAinpioTaing. MapdAo nou Ta dedopéva auTa ival neplopiopéva, unodeikvuouv OTI N dievépyeld
€EeTAOEWV NNATIKAG AsIToupyiag sival xpnaoiun yia Tnv npdAnwn Tng €EEAIENG TNG NNATIKAG BAGBRNC.
QoT000, n CHMP avayvwpioe 0TI To 5° nepioTaTtikd goBapng nnaTikng BAGRNG nou ava@épdnke Tov
AeképBpio Tou 2019 eixe miBavn/eEaipeTikd mbavn aimiwdn oxeon Ke TNV o€Ikr ouAinpioTain 5 mg kai
OTI TO €V AOYW MNEPIOTATIKO NPOEKUWE NApd TN ANWn HETPWV €AAXICTONOINONG TOU KIVOUVOU Kal OTI dev

! |bafez L, Pérez E, Vidal X, Laporte JR; Grup d'Estudi Multicénteric d'Hepatotoxicitat Aguda de Barcelona (GEMHAB). Prospective surveillance
of acute serious liver disease unrelated to infectious, obstructive, or metabolic diseases: epidemiological and clinical features, and exposure to
drugs. J Hepatol. 2002 Nov;37(5):592-600.
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pnopouoe va npoAngBei n €EEAIEN nou odnyei o€ nnaTikr BAGRN Kal 0T CUVEXEID O HETAPNOOXEUON
nnarog.

ZNTruaTa anoTeAEoUaTIKOTATAC

e T[lpogyxelpnTIkn Bepaneia Twv PETPIWV £WG 0OBAPWV CULNTWHATWV TWV IVOMUWHATWV TNG
HATPAG

310 TEAOG €VOG KUKAOU Bepaneiag (3 pnveg), To 73,4% kai 75,3% avTigToixa, Twv acfevwv os dUo
OIaPopEeTIKEG HEAETEG paang 11T aveépepav aunvoppola Kal o dIAPECOG OYKOG TWV IVOUUWHATWYV €iXe
HelwBel og oUyKpIon YE TNV apxIKM TIMN KaTa 21,2% kai 35,6% avTioToixa.

H peiwon Tou pey£Boug TWV IVOHUWHUATWY, N onoia Jnopei va dIEUKOAUVEI TNV eyXEipnon, Kabwg Kai n
Meiwon TNG anwAe&lag aipaTog Kai TnG avaiyiag, n onoia BEATIOVEI TN YEVIKN Uyeia TG agbevoug,
BewpouvTal KAIVIKG ONUAvTIKEG. QOTO00, TAa KAIVIKA OQEAN TNG NPOEYXEIPNTIKAG Bepansiag BewpolvTal
NeEPIOPICUEVA VW UNAPXEl Hia AAAN Bpaxuxpovia NposyXelipnTikn evaAAakTIKn Bepaneia, fTol o
aywvioTng GnRH.

e AlaAeinouoca Bepaneia Twv PETPIWV £WG CORAPWY CUMNTWHATWVY TWV IVOHUWHATWY TNG KUATPAG

>T0 TENOG TOU TETAPTOU KUKAOU Bepaneiag, nou avTioTolxel o€ nepinou dUo Xpovia Bepaneiag (4 KUKAOI
TWV 3 PNVOV HE KUKAOUG enavaAnnTikig Bepansiag nou Eekivouv TNV npwTn €Bdopdada Tng deUTepnC
EUHUNVOPPOIAG HETA TNV OAOKANpPWON Tou NponyoUHevou KUKAoU Bepaneiag), To 69,6% Twv acBevov
avepepe aunvoppola Kai n didueon HeEiwon Tou OYKOU TWV IVOHUWNATWY anod Tnv apxIkr TIMN ATav, oc
Mia peAéTn @aong III, ion e 71,8%.

To 0gelog TNG 0IkNG oUAINPIOTAANG BewpeiTal To pEyioTo yia TNV €vdelEn Tng diaAsinoucacg Bepaneiag,
NTol yia aoBeveic Twv onoiwv n uyeia kai n noidtnTa {wng ennpedlovTal and Ta CUPNTOHATA TOV
IVOHUWHATWV TNG KATPAG, 1I3iwg anod Tnv €vTovn aijoppayid, ol onoieg Opwg dev €ival KATAAANAEG yia
XEIPOUPYIKN enéuBacn, SI0TI yia TIC ev AOyw acBeveig nou Xprdouv pakpoxpoviag Bepaneiag dev
Unapxouv AAAeg NpOoPOPEC EVAAAAKTIKEG ENIAOYEC PAPHAKOAOYIKAG Bepansiag. =TiIG agBeveic nou dev
gival kaTdAANAEG yia xelpoupyikn enepBacn nepiAapBavovTal yuvaikeg ol onoieg, yia didagpopoug Aoyoug,
napouaidfouv XEIpoupyiko Kivduvo, ONwG ol NaxUodpKeG, Ol YUvaikeg e au§npévo Kivduvo QAERIKNAG
BpOUBWONG, AUTEC HE CUVTPEXOUDA VOO0, I 600G AAUBAVOUV TAUTOXPOVA AAAEC PAPHAKEUTIKEG AYWYEG.
H xelpoupyikn enéuBacn ynopei va unv gival kaTaAANAn Kai yia yuvaikeg nou eniBupouyv va
dlaTnpnoouv Tnv MeavoTnTa ykKupyoouvng.

SXE0n oPEAOUC-KIVOUVOU

H CHMP eniorjpave O0TI To 5° nepIoTaTiko coBapng NNAaTikng BAABNG nou avapepOnKe Pe TNV 0&IKN
OUAINPIOTAAN 5 mg éxel niIBavn/egalpeTika mbavn amwdn oxeon We TNV 01K oUAINPIOTAAN 5 mg Kal
avayvwplioe OTI TO €V AOYW MNEPIOTATIKO NPOEKUWE napd Tn ARWn METPWV gAaxioTonoinong Tou Kivdouvou
Kal o1l dev Punopouae va npoAngBsi n €EENIEN nou odnyei o€ NNaTikr BAABN Kai oTn CUVEXEIQ OE
HETapooxeuon NNAaTog. Qotoco, n CHMP snionpave 0TI N ouxvoTnNTa EUPAviong coBapng NNATIKAG
BAGBNG nou odnyei og yeTapdoxeuon nNATog AOyw TnG 0&IKNAG OUAIMPICTAANG 5 mg ouvadel PE Hid
ouvTNPENTIKN NpoUnapyxouoa cuxvoTnTa 8avaTtou/PeTaudoxeuong nNAToc.

H CHMP €&étaoe nepaitépw Tnv npdTaon Tou KAK Tou Esmya OXeTIKA HE TNV andoupaon Tng EvOeIgng yia
TNV NPOEYXEIPNTIKN Bepaneia pe okono Tov NEPIOPIOHO TNG €KBEONG oTNV 0&IKr oUAINPIOTAAN Kal, KaTda
OUVENEIQ, TNV NEPAITEPW €AAXIOTOMNOINON TOU KIVOUVOU. H €v3eign yia évav KUKAO NPoEYXEIPNTIKAG
Bepaneiag anoTeAei €va NpooTadio TNG NpoypapuaTi{OPEVNG XEIPOUPYIKNG eNépBaong. ‘Opwg, N Heiwon
TOU HEYEOBOUG TWV IVOHUWHATWY, O MEPIOPICHOG TNG ANWAEIAG aigaTog Kal n MEimon TNG avaipiag
BewpoulvTal KAIVIKG onpavTika. Qordéco, n CHMP €éAaBe unown OTI OPICHUEVO! EUMEIPOYVWHOVEG TWV
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onoiwv {NTABNKE N YVWHN OTo nAaiolo TNG napoUoag enavegeTaonc, enicnuavayv oTi N JEimon Tou OYKou
TWV IVOHUWPATWV JE TNV 0EIKN oUAINPIOTAAn 5 mg dev kpibnke 181aiTepa HeydAn kal, wg ek ToUToU, N
XPron Tou ev AOyw npoidvTog o€ NPoeyXeIpNTIKO NepIBAAAovV dev €iXe onuavTikn €nidpacn oTnv EnMTUXn
€kBaon Tng eyxeipnong. H CHMP enionuave eniong OTI 0l EUNEIPOYVMUOVEG Unoypappioav oTI undapyxouv
€VAAAQKTIKEG ENIAOYEG YIa TNV €V AOYW €VOEIEN O NpoeyxelpNTIKO oTAdIo. YNO To npioua Twv
npoava@epBEVTWV Kal AappavovTag unoyn Tov Kivouvo ooBapng NnaTikng BAABNG e Tnv ogikn
OUAINPIOTAAN 5 mg nou odnyei o€ peTapooxeuon nnartog, n CHMP ocupgwvnoe Pe Tnv PRAC 0TI n 0&Ikn
OUAINPIGTAAN 5 mg dev npéenel NAEOV va XpNOIKONOIEITAl WG NPOEYXEIPNTIKN BEpansia TwV HETPIWV EWG
0oBapWV CUUNTOHATOV TWV IVOHUWPATWV TNG MATPAG KAl, WG €K TOUTOU, N €V AOYw £VIEIEN Npénel va
dlaypagei.

H CHMP eniorjpave o011 n PRAC diaTtunwaoe niong Tnv anown OTi yia Tn diaAsinouca Bepansia Twv
HETPIWV £WC OOBAP®V CUMNTWHATWV TWV IVOHUWHATWY TNG MNTPAG N OXEGN 0PEAOUG-KIVOUVOU TNG
0&IKNG OUAINPIOTAANG 5 mg RTav apvnTikn. QoToco, n CHMP £kpive OTI Ta 0@EAN TNG O&IKNG
OUAINPIGTAANG 5 mg oTnv &vdei§n Tng diaAsinouoag Bepaneciag napapévouv onuavTika yia pia unoopada
YUVAIK®V JE METPIA £WC ooBapd CUPNTOUATA IVOHUWMPATWV TNG UATPAC, OTav ol EMNIAOYEG ToU
EMBOAIOHOU TWV IVOHUWKPATWY TNG UATPAG Kal/f) TNG XEIPOUPYIKNG eNgPBaong dev eival KATAAANAEG N
€X0OUV anoTuxel, S10TI yia TIG ev AOYw aoBeVEiG undapxouv NoAU NePIOPIOHEVEG EVAANAKTIKEG
BEPANEUTIKEG EMIAOYEC.

Ol EUNEIPOYVWHOVEG TWV onoiwv {nTnOnkKe n guvdpopn kaTd Tn didpkeia ad hoc cuvedpiaong opddag
gpneipoyvwuovwy (AHEG), cup@mvnaoav OTI KaTa Tnv €£€Taon TnG 0&IKNG OUAINMPIOTAANG 5 Mg wG
dlaAeinouoag Bepaneiag gival NoAU onuavTiko va AagpavovTal unoyn ol Kivduvol nou oxeTifovTal JE TIG
EVAAAAKTIKEG €MIAOYEG (UOTEPEKTOMM KAl O AIlYOTEPO ENEPPATIKEG EVAANAKTIKEG XEIPOUPYIKEG Bepaneieg,
OMWG KOIAIAKM IVOMUWUATEKTOMN 1) JIEYXEIPNTIKN METATPONN OE UCTEPEKTOMN). Mia anuavTikn NTuXr nou
npénel va AapBaveral unown ival 0TI KAbe XeIpoupyIKn MAoyr evéxel Toug diIkoUg TG KIvOUvouc, m.x.
TO NOCOOTO BVNOINOTNTAG PUETA and UCTEPEKTOMN KupaiveTal anod 1 oTic 500 £éwg 1 oTig 3000 aoBeveig,
EVM ONMAVTIKEG ENINAOKEG ONWC algoppayia n n evrepikn didTpnon sugavifouv ouxvoTnTa 1 oTig 100
aobBeveic. H unoTponn TWV IVOHUWPATWY PETA TNV IVOMUWUATEKTOMN €ival ouxvn Kal evOEXETAl va
anaiTeital npooBeTn Bepancia (Apepikavikd KoAgéylo MaleuTtripwv kail FuvaikoAoywyv, 2008). H kolAiakrn)
IVOHUWMATEKTOMN €NiONG EVEXEI ONUAVTIKOUG KIVOUVOUG avagopika HE TN YOVIHOTNTAd, ONwG Kivouvo
JIEYXEIPNTIKNG HETATPOMNNG OE UCTEPEKTOMN KAl CUXVH AVANTUEN LETEYXEIPNTIK®OV EVOOUNTPIKWV
OUHQ@UOEWV O N0C00TO 3 £wG 4% . Ta NocooTd TwV PEIlOVWY ENIMAOKWYV PETA and gUBoOAICUO eival
napopola Ye autd nou EnovTal TNG XEIPOUPYIKAC eNEPPAONG, 0 EUBOAICUOC, WOTOOO, OXETICETAl HE
UWPNAOTEPO KivOUVo eAdoCOVWV EMIMAOK®V Kal HE TNV avaykn npooBeTNg XEIPOUPYIKAC ENEPPRAONG
(Tunikd UOTEPEKTOMNG)?.

H opdda epneipoyvwuovwy UNedeIEE OTI €ival eniong onuavTikd va €EsTaleTal o NANBUOKOG aoBEVWV Nou
dev eniBupei va unoBAnBei oe xeipoupylkn enéupBaocn, ONwG ol VEOTEPEG aoBevEIC 01 0noieC apvOUNEVEG
TNV uoTepekToun diatnpoUlv TNV NIBavoTnTa eykupgooUvng. YNo auTo To Npioud, ol NepICOOTEPOI ano
TOUG EUMEIPOYVWHOVEG, TWV onoiwv {nTBnkKe n ouvdpoun oTo nAaioio TnG ad-hoc ouvedpiaong Tng
opadag epnelpoyvwpovwy, ToVioav TNV avaykn unapgng Tng o§Ikng ouAinpioTaiAng 5 mg wg eniAoyng yia
dlaAeinouca Bepaneia TWV PETPIWV £WG CORBAP®YV CUNNTWHATWV TWV IVOMUMHUATWV TNG UATPAC.

Enionuavenke eniong 0TI ol EYNEIPOYVMHOVEG TOVIOAV TN onuaacia TnG AenTopegpoUc avaAuong Twv
KIVOUVWV Kdl TNG NPOCEKTIKNG €EETAONG TWV HELOVWHEVWVY NEPIOTATIKWV MNpIv and Tn AnWn oiacdnnoTe
andégaong yia Tn Bepaneia kai unédeiEav OTI N GUPBOUAEUTIKN TwV acOeV®V NPENEl va AnoTeAEl To
€NiKEVTPO YIa TN AW ano@dcswv. H avTinpdownog Twv aobevwyv nou napaBpebnke oTn ouvedpiaon
OUHP®VNOE JE TNV anown auTr, ToviovTag Tn onuaacia Tng eniAoyng Kal Tng andgpacng kaToniv
EVNHEPWONG TWV ACBEVWV KAl EEETACNC OAWV TWV JIABECIUWY EMNIAOYWDV.

2 Stewart E. Uterine fibroids. N Engl J Med 2015; 372:1646-1655
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H CHMP cup@wvnaoe 0TI n anogacn w¢ Npog To €AV N XEIPOUPYIKN enéUBaocn anoTeAei TNV KaAUTEpn
eniAoyn, nepIAaPBaAvopEVNG TNG UGTEPEKTOUNG, NPENel va AauBdaveTal ano Tov BepanovTa 1aTpd Kal Tnv
agBevn katéoniv evnuépwong. H CHMP diaTtunwoe sniong Tnv anown OTI KAiTol Ta 0@PEAN KAl ol KivOuvol
Mou ouVvOEOVTAl JE TNV OEIKN OUAIMPIOTAAN 5 Mg Kal TIC AAAEC OIABETIPEG BEPANEUTIKEG EMIAOYEC
KolvonoloUvTal dedVTWG TOOO OTOUG ENAyYEAUATIEG TOU TOPEA TNG UYEIAG 0G0 Kal OTIG aoBeVEic,
gvToUTOIG N OEIKN OUAINPIOTAAN 5 mg npénel va guveyxiosl va diaTtiBeTal yia Tn diaAsinouosa Bepansia Twv
HETPIWV £WC 0OBAPWV CUUNTWHATWV TWV IVOHUWHATWY TNG MNTPAG YIA EVAAIKEG NPOEPUNVONAUCIAKEG
YUVQIKEG, OTAV 0 EUBOAIOHOG TWV IVOPHUWKATWY TNG IATPAG Kal/f) N XEIPOUPYIKN eNEupacn dev
anoTeAoUv KAaTAaAANAEG €MIAOYEC 1 €XOUv anoTUXEl.

MNa Tnv nepaiTépw ehaxioTonoinon Tou KIvOUVOU Kal yia Tn BEATIwoN TNG evNUEPWONG OXETIKA HE TOUG
KIVOUVOUG Nou oXeTifovTal Pe TNV oIk ouAInpioTaAn 5 mg, n CHMP sionynBnke Tnv enikaiponoinon
TWV NANPOPOPIWYV NPOIOVTOG WATE VA ANOTUNW®VETAI OTI OE OPICUEVEG NEPINTWOEIC NNATIKNG BAGBRNC RTav
anapaitTnTn n HETapooxeuon nnatog. H CHMP eionynBnke eniong Tnv €nikaiponoinon Tou eKNaideuTikoU
UAIkOU TOOO YIa TOUGC cuvTayoypa®oug 000 Kal yia TiIG aogBeveig ue okond Tnv av&non Tng
€ualobnTonoinong oxXeTIKA WE Tov Kivduvo goBapng NNaTikng BAGBNG kal Tnv unoypdapuion TnG avaykng
napoxng CUPBOUAWV OTIG AOBEVEIG OXETIKA HE TOV KivOUVO Kal Ta OQEAN TWV JIaBECIHWY BEPANEUTIKWV
EMNIAOYWV WOTE va Toug diveTal n duvaTtoTnTa ANWng TNG anogacr Toug KaTtoniv evnuEPwaon .

MepiAnwn TWV VE@WV CUVIOTOUEV®V HETPDV
Tpornomnoinoei§ oTiG MANPOPOPIEG NPoidoVTOG

H CHMP €kpive 6TI anaitoUvTal TPOMNOMOINJEIG OTIG Napaypapoug 4.1, 4.4 kai 4.8 Tng NXM yia Tnv
gA\ayxigronoinon Tou KIv3Uvou coBapng nnaTikng BAABNG nou oxeTileTal e Tn Xpnon o&IkAg
OUAINPIOTAANG 5 mg.

H £vdei€n neplopioTnke otn dlaAsinouca Bepaneia TwV PETPIWV £WG COBAPWV CUUNTOHATWY TWV
IVOHUWMATWVY TNG KATPAG O€ EVNAIKEG NPOEUPNVONAUCIAKECG YUVAIKEG, OTAV 0 EUBOAICHOGC TWV
IVOHUWMATWV TNG IATPAG Kal/f) N XEIPOUPYIKN €néupacn dev anoTeAoUV KATAAANAEG EMIAOYEC ] €XOUV
anoTUxel. H €vdei€n Tou evog kKUkAoU Bepaneiag yia Tnv NpoeyxeipnTikn Bepancia diaypapnke, Kabwg n
0&IKM OUAINPIOTAAN 5 mg dev npeEnel va Xpnoigonolsital nA€ov oTnv ev Aoyw &vOeign.

EninAgov, TpononoinBnkav n Nnapaypagog «npoeidonoinoeig Kal NPOPUAAEEIG KAaTA Tn XpHon» Twv
NANPOYOPINY NPOIoVTOG (Napdypagog 4.4), kKABWG Kal n Neplypa®n Tng aveniBUPNTNG EVEPYEIAg TNG
nNnNarikng avendpkeiag oTnv napdypago 4.8 yia va anoTunmvouV To YEYOVOC OTI O opiohéva
NeEPIOTATIKA NNATIKAG BAABNG KAl NNATIKNAG AveNdpkeiag nou ava@épbnkav Pe TN ogikn
OUAINPIOTAAN 5 mg NTav anapaitnTn n YETAPOOXEUON NATOC.

To @UAAO 0dNyI®V XpAONG Tpononolnenke avaloywg.
ErmnpooBera peTpa eAayioronoinong kivouvou

O1 KAK npénel va epappolouv cuotnua diaxeipiong Kivouvou To onoio Ba neplypda@eral o€ €va
EMIKAIPOMNOINKEVO OXEDIO dlaxeipiong KIVOUVOU WE TIC €EAC TPOMOMOINTEIC.

H CHMP £kpive OTI 0 UQICTAPEVOG 0ONYOG ouvTayoypdagnaong yia yiatpoUc nNpénel va Tpononoinbei woTe
va anoTunwveral n avabewpnuévn EvOeIEN Kal To YEYOVOG OTI O€ OpICKEVA NEPIOTATIKA NNATIKAG BAGBNG
Kal NNATIKAG avENApKEIag Nou ava@epBnkav Je TNV o&IKr oUAIMPIOTAAN 5 mg ATav anapaitnt n
METAPOOXEUON NNATOG, KABWG KAl va unoypaupideTal 0TI dev €ival yvwaToi N ouxvoTnTa Ngaviong
nnaTikng BAARNG kai ol napdyovTeg KIVEUVOU yia Tig acBeveig. OI guvTayoypd@ol npenel €niong va
OUMBOUAEUOUV TIC A0BEVEIG OXETIKA PE TOV KivVOUVO Kal Ta 0PEAN TwV JIABECIHWY BEPANEUTIKWV
ENIAOYWV MPOKEIYEVOU va AAPBAvVOUV TNV ano®aacr Toug KaToniv evnUEPWONG.
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E€eTdoTnke €niong To evdexOPEVO Tpononoinong TNG UPICTAPEVNG KAPTAG Nposidonoinong acbevoug
NPOKEIYEVOU va anocagnvioTei 0TI unrnp&av oAlyapiBua nepIoTaTIKa OMnou ATAav anapaitnTn n
METAPOOXEUON NNATOC.

ALIETEG KOIVOIOINOEIG MPOC TOUG ENAYYEAUATIEC TOU TOUEA TNC UYEIag kai oxEDI0 KOIVOMoinaong

H emiTponr| evékpive Tn diaTUuN®WoN TNG AUEONG KOIVOMOINoNG NPOG TOUG ENAYYEANATIEG TOU TOMED TNG
uyeiag NpoKeIPEVOU va evnuepwBoUv yia Ta anoTeAéouarTa TnG napoloag enavegETaonc, onwg o
NEPIOPITHOG TNG EVOEIENG Yia TNV 0&IKN OUAINPIGTAAN, N Napoxrn Bacikwv NANPOQOPI®V NPog TIG
aoBeveic yia Tov Kivduvo goBaprc nnaTikNG BAGBRNC kai n cUoTaon NPog TouG ENAyYEAUATIEG TOU TOMEA
TNG Uyeiag va evnUEPWVOUV TIG agBeveig OXeTIKA e Ta NIBava onpeia kal CGUPNNTOHATA NNATIKAG BAARNG,
KaBwg Kal OXETIKA HE TOV KivOUVO Kal Ta 0QEAN OAWV TWV JIaBECIHWY EVAAAAKTIK®WV EMNIAOYWV WOTE va
pnopouv ol acBeveic va AauBdavouv Tnv and@aacr Toug KAToniv evnUEPWaONG. H eniTponr oupde®vNoe
eniong oe ox&d10 KoIvonoinong.

AOyol yia Tn diarunwon yvoung anoé tnv CHMP kai yia Toug AOyoug anokAiong ano Tn
ouotaon 1n¢ PRAC

EkTIHOVTAG OTI

e H CHMP éAaBe undéwn Tn ouortacon TnG PRAC yia Tnv oikr ouAinpioTain 5 mg, kabwg kal OAa Ta
dedopéva nou unéBaiav ol KAK Tng o&IknG oUAIMpIoTaAng 5 mg.

e H CHMP enmiofuave 0TI N aImi®dng ox&éon METAEU 0&IKAGC OUAINPIOTAANG 5 Mg kal Tou 5ou
nePIOTATIKOU ooBapng nnarikng BAGRNG nou odriynoe o€ HETAPNOOXEUON NNATog £xel aloAoynBei wg
meavn/eEaipeTikd mBavn kal avayvwpios 0TI Oev unopouade va npoAngBsi n €EEAIEN nou odnyei os
nnaTikr BAARN Kal oTn CUVEXEID O HETAPNOOXEUGN ANATOG NApOAO Nou £pappocdnkav Ta YETPA
g\ayioTonoinong Kivduvou Mou cupgwvhdnkav kata Tnv nponyoUPevn napanopnr) Suvayel Tou
apbpou 20.

e H CHMP oup@wvnoe 0TI 0 Kivduvog EpgpAaviong cofapng NNaTikng BAABNG unepTePEi TOU 0PEAOUG
TNG 0€IKNG OUAINPIOTAANG WG NPOEYXEIPNTIKNG Bepansiag evog KUKAOU TwV HETPIWV £WG oOBapwVv
CUMNTOHATWV IVONUWHATWY TNG MNTPAG O eVAAIKEG YUVAIKEG avanapaywyikng NAIKiag kai, wg ek
TouToU, N ev AOyw €vOeiEn npénel va diaypagei o ouppwvia pe Toug KAK.

e Qo1d00, N CHMP £KkpIve OTI N OXEON OPEAOUC-KIVOUVOU TNG OEIKNG OUAIMPIOTAANG OTNV £VOEIEN TNG
diaAeinouoag Bepaneiac eEakoAouBei va kpiveral BETIKN POVO yia Hid unoopdada
NPOEUUNVONAUCIAK®V YUVAIKWOV HE HETPIA WG 00Bapd CUNNTWHATA IVOHUWKATWY TNG KATPAG YIa TIG
onoieg 0 EUBOAICHOC TWV IVOMUWKATWV TNG UATPAC Kal/n N XEIPoupyIKn enéuBaon dev anoTeAouv
KATAAANAEC eNIAOYEC 1] €XOUV AnNOTUXEl, UNO TNV NpoUndBeon TNG ENAPKOUC EVNNEPWONG TWV
aoBevv Kal TWV oUVTAyoypd@wy Yid Toug KIvOUVoUG HECW TNG KATAAANANG diaTtunwaong oTIg
NANPO@OPIEC NPOIOVTOC KAl OTO €KNAIOEUTIKO UAIKO MPOKEIJEVOU va diacgpaAloTel OTI N anogaocn yid
Tn Bepancia 6a AnQOsi KATONIV EUNEPIOTATWHEVNC EVNHEPWONG O CUVOUAONO PE Ta PETPA
geAayigTonoinong Tou KivdUvou nou epappolovTal weg anoTEAETUA TNG NponyoUEVNG enavegETaongc.

KaTta ouvéneia, n CHMP kpivel 0TI n oX€on 0QEAOUG-KIVOUVOU TwV PAPHAKEUTIKOV NMPOIOVTWV Nou
nepiExouv o€ikr ouAinpioTaAn 5 mg napapével BeTikr, und TNV enNIPUAAgn Twv TPOMOMOINCEWV TWV
NANPOYOPINY NPOIOVTOG KAl TNG ANWNG NPOCBETWV PETPWV €AAXIOTONOINONG TOU KIVOUVOU Mou
nepypaeovTdl aviTEP®.

Juvenwg, n CHMP gionyeiTal Tnv Tpononoinon Twv 0pwv TwV adsiwv KUKAOQOPIag yia Ta papUaKeUTIKA
npoiovTa nou nepIEXouV 0&IKR oUAINPIoTAANn 5 mg.
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